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I Current FDA Label Indications I

Current FDA Label Indications

● The impkmtablc cardiac defibrillator (ICD)
is indicated for use in patients who are at
high risk of sudden cardiac death clue to
vcmtricular arrhythmias and wbo have
experienced one of the following situations:
- Survivalof iu least one episode Mcardiac arrest

(nlanifested by loss of consciousness) due to a
vemricular tachyarrhythmiiy or

– Rwurrem, poorly tolerated, sustained ventricular
txh ycardia.
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● (lx! company, Guidant, has indications for
an additional patient population:

- Prior MI, LVEF<35%, doctssnentcd episode of
NSVT with an inducible tachyarrhytkkmia

* Patients suppressible wifh IV procahramide
or an equivalent antiarrhythmic have not
been studied
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Proposed Label Indications
From FDA Panel Pack

Functional indication

– “The [CD is intended to provide (ventricular
irrrtitachycardia pacing and) ventricular
defibrillation, for autcrmatedtreatment of life-
threatening ventriculararrhythmias.”

No statement of which patients are at risk
for life-threatening ven&cular arrhythmias
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FDA Rationale For Proposed
Change In Label Indications

● Current irrdications furusear enotconsistentwith
cument practice

. ‘~ currcm Iakl indicaliont do ml bkm7p0c!lc sonw Of the
Clinia.1 information whiih i%widely availabk and whch form

the bask for currem pmctkc.”

● More accurate label
. “...lhe tabsl will & mom 8ccuraTe if tk .wtedimlicaliimisfor

tk dcvxers knqwm fumxionalily, and dwhs not auempt 10define

the pqrutation u risk.”

● Precedent for use of general functional indications
exists

. Coronary balloon angioplast y cattwu:rs and tmn walvtx
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Potential Advantages
Clinician Perspective

The decision to implant an ICD is a medical
decision made by-patients and their physiciarrs
based on the most current clinical evidence and
what is most appropriate for the individual patient.

FDA role is foeused on establishing the safety and
effectiveness of ICDS.

Current public and private payer coverage is
broader than current label indications.
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Potential Advantages
Clinician Perspective

● Manufacturers able to assist in the timely
dissemination of clinical evidence relating
to the use of ICD therapy

- For patientpopulationsidentified in Section IV
of the pane[ pack (e.g. HCM, LQTS, MUS’I’T)

– For future at-risk patient populations as new
clinical trials are completed
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Potential Disadvantages
Clinician Perspective

● Potential for “over-use” of ICDS

– Medical community has safeguards
against “over-use”

● Physicians actively seek out the latest
clinical evidence

● ACCJAHA, NASPE guidetines
● Proposed label change does not affect

coverage & reimbursement policies of
payers who rely on clinical evidence
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Medtronic Position

● Medtronic agrees that the proposed
functional ICD labeling, as described in the

A
panel pack, should be adopted.
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Potential Advantages
Industry Perspective

● Consistent indications for use across

manufacturers’ PMA-approved ICDS

● Promote industry cooperation in
supporting clinical trials

● Allows rapid dissemination of clinical
trial results without the need for FDA
approval (e.g. no PMA-S)
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Potential Advantages
Industry Perspective

● Reduces regulatory burden

“ Consistent with “least burdensome”
provisions of FDAMA
- New studies of at-risk patient populations would not

require amIOE application
– No need for PMA supplements prior to dissemination

of clinical trial results for every specific at-risk patient

population studied

“ Allows FDA to focm on new product
approvals
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Potential Disadvantages
Industry Perspective

● Could discotrrage clinical research onspecifrc
high-risk patient populations. But...
– Manufactrrrersaecommirtedtosupponingclinical

research
. Physicians’clinicaldecisionmaking reties on

clinical evidence
. Payers’ technology assessmerrt rcquiremems
. Ongoing $tudies (SCD-HefT, IRIS, HCM. LQTS)

- Physicians arehighly commined tocontihutiresemch
to identify appropriate parien~ most Likelyto benefit
from ICD therapy
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summary

● Medtronic strongly supports the proposed
change to a functional indication for ICDS

- Consistent with currentclinical practice and
knowledgebase

– Enhances timely disseminationof clinical trial
data

– Decreasesregulatoryburden
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HCFA ICD Coverage
Effective 7/1/1999

Patients with the following conditions:
1. A documentedepisodeofcard~acarrestdueto

ventricularfibrillationnotdue to a transient or reversible
cause;

2. Ventricular rachyarrhythmia, either spontaneous or
induced, not due to a transient or reversible cause; w

3. Familial or inherited conditions with a high risk of life-
threatening ventricular nchyarrhythmias such as long
QT syndrome or hypertrophic cardiomyopathy.
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